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Retifanlimab Proposed Indication

For the treatment of patients with locally advanced or metastatic

sguamous carcinoma of the anal canal who have progressed on
or who are intolerant of platinum-based chemotherapy

A Granted Orphan Drug Designation for anal cancer
A Granted Fast Track Designation for proposed indication
A Received Priority Review
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Importance of Accelerated Approval Pathway

Meaningful Effect on Endpoint
Advantage Over Reasonably Likely to
Available Therapy Predict Benefit

Serious

Condition

A Making innovative therapies available years earliert
A SCAC prime example of importance of accelerated pathway
A No approved options after platinum-based chemotherapy

A Serious disease with dire prognosis

1. Beaver and Pazdur, NEJM 2021



Retifanlimab i1s Consistent with Well-Established |
PD-1 Inhibitor Class

A Data demonstrate consistent
A Mechanism of action
A Nonclinical pharmacology
A Clinical efficacy
A Safety profile
A Anti-PD-1 therapies meaningful advance in cancer treatment

A Almost half of approvals have been granted through
accelerated approval mechanism
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HPV-Driven Cancer has a Unique Biology

A HPV infection shapes tumor immune microenvironment

A Etiology of SCAC is similar to HPV-driven cervical cancer and
head and neck cancer?!

A Approved indications for PD-1 inhibitor therapy with
response rates of 12-17%:28

A Consistent pathology in HPV-driven cancers makes them ideal
target for PD-1 therapy like retifanlimab®

A PODI1UM-202 results likely to predict clinical benefit in
confirmatory study

. Otter 2019; 2. Chung 2019; 3. Tewari 2021 ESMO Presentati@a®& Ferrs 20189 Madvb 2089y 2020



Access to PD-1 Inhibitors for Patients with |
Advanced SCAC is Significantly Restricted

100% -
90% Often
’ 17% 43% Report Reimbursement
80% + | Challenges with PD-1 inhibitors
70% - Sorggf)'/omes in Post-Platinum SCAC Setting
| 60% -
Physician Practices 50% -
(%) 40% - Rarely
43%
30%
20% -
10% - Never
14%
0%

Guidepoint Community
Oncology Practice Survey

N=50
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Regulatory Approval is Important for Patients

A Improve access to needed therapy
A Approval would additionally facilitate
A Rigorously collected pre- and post-approval data

A Dissemination of most current disease and treatment
iInformation to patients and physicians

A Disease awareness for patients



CO-9

Positive Retifanlimab Benefit-Risk Profile
Supporting Accelerated Approval

Meaningful
Advantage Over
Available Therapy

Serious Effect on Endpoint

Reasonably Likely to

Comdider Predict Benefit

Advanced SCAC is No approved therapy ORR and DCR predict
serious, life-threatening after progression Improvement based on
disease on platinum anti-PD-1 experience in
previously-treated
Retifanlimab shows HPV-driven
meaningful efficacy, malignancies

favorable safety

A  Confirmatory POD1UM-303 study underway in earlier advanced anal cancer

ORR = objective response rate; DCR = disease control rate
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Urgent Unmet Medical Need for Patients with SCAC
who Progress After Platinum-Based Chemotherapy

A ~ 9,000 cases/year in US and increasing by ~ 3% / year?!
A Almost all HPV-related
A HIV major contributing risk factor

A ~ 30% present with unresectable or metastatic disease that is not
curable?

A Unresectable locally advanced or metastatic SCAC treated Initially
with platinum-based chemotherapy?

A No approved options for patients who progress on platinum-based
chemotherapy

1. SEER 2021; 2. ASCO 2018; 3. Rao 2020



Patients with Advanced Disease Experience |
Diminished Quality of Life

A Frequently locoregional progressive disease with pain due to!

A Sacral involvement
A Symptomatic bulky necrotic lymphadenopathy
A Destructive anal canal involvement

A Compounded by chronic toxicities related to prior
chemoradiation?

A Tumor shrinkage or preventing increased tumor load can result
In meaningful palliative benefits for patients

1. Eng 2014, 2. Bentzen 2013
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2018 InterAACT Study in SCAC: Relapse Inevitable
Following First-Line Platinum-Based Treatment

1 -
0.9 -
0.8 -
0.7 -

0.6 -

PFS 05 +---- Median PFS 8.1 months
(probability) 04 -

0.3 -
0.2 -
0.1 -

0

0 6 12 18 24 30 36 42 48
At risk (n) Time (months)
Carboplatin + paclitaxel 45 26 3 1 1 0

Cisplatin + 5FU 46 19 3 2 1 1 0

o O
o O

Recreated from Rao 2020
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Summary of Published Results of Drugs Used for
Second-Line Treatment in SCAC

Drug ORR* % Median DOR Median OS

(Study or Study Design) (95% CI) (months) (months)

Mitomycin + 5-FU? 19 26% 4 7 1
(Retrospective, single-institution) (7, 46)

Chemotherapy? 33% .
(Retrospective, single-institution) 21 (NA) NA NA 5
Nivolumab?3 24%

(NCI967310) 37 (15, 33) 5.8 11.5 2
Pembrolizumab# 17%

(KEYNOTE-028) 24 (5. 37) NR 9.3 0
Pembrolizumab® 11%

(KEYNOTE-158) 112 (6. 18) NR 11.9 0

*NOTE: ORR is based on tumor responses that were not independently reviewed.

**5 out of 64 patients, including the 21 patients receiving second-line therapy.

NA = not available (reported); NR = not reached

1. Saint 2019; 2. Sclafani 2017; 3. Morris 2017; 4. Ott 2017; 5. Marabelle 2020 (abstract)
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PD-1 Inhibitors are Promising Options Based on Efficacy In
Previously-Treated HPV-Driven Squamous Cell Cancers

Squamous ORR % Median DOR Median PFS Median OS
Carcinoma (95% CI) (mos) (mos) (mos)
Pembrolizumab? 12.2%
(KEYNOTE-158) 98 (6.5, 20.4) NR 2.1 9.4
Cervical Cemiplimab? 16.4%
Cancer (NCT03257267) 239 (12.5, 21.1) 16.4 2.8 11.1
Balstilimab3 14%
(NCT03104699) 160 (Cls NA) 15.4 NA NA
Pembrolizumab# 16%
(KEYNOTE-055) 17l (11, 23) 8 2.1 8
Head and Pembrolizumab® 14.6%
Neck (KEYNOTE-040) 241 (10.4, 19.6) 18.4 2.1 8.4
Nivolumab®’ 13.3%
(CheckMate-141) 240 (9.3, 18.3) 91 2.0 7.5

NA = not available (reported); NR = not reached

1.

Chung 2019; 2. Tewari 2021 ESMOBaEml@GZE & Cahtn 2019

;,6. F8rris 2016;M.aFertise2918 2 0 2 0 ;

4 .
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Summary of Unmet Need

A Patients with SCAC whose cancer has progressed despite
optimal first-line treatment have a very poor prognosis

A No approved treatments

A Anti-PD-1s regularly demonstrate durable responses In
HPV-driven squamous cell cancers, resulting in prolonged OS

A Preliminarily data are encouraging in SCAC

A Patients need approved options now to treat this relentless,
rare disease
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Efficacy

Mark Cornfeld, MD, MPH
Vice President, Immuno-Oncology Drug Development

Incyte Corporation
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Retifanlimab Provides Meaningful Clinical Benefit

A ORR (13.8%) + SD (35.1%) = DCR (48.9%)
A Median DOR = 9.5 months
A Both ORR and SD associated with prolongation of PFS and OS

A Efficacy of retifanlimab comparable to approved PD-1 inhibitors
In other previously-treated HPV-driven malignancies

DCR = disease control rate



HPV-Driven Cancers are Ildeal Indications for
PD-1-Targeted Therapy

HPV shapes the tumor PD-1 therapy leads to

HPV is tumor initiating

Immune microenvironment durable tumor control

HPV-specific T cells
reactivated by
Retifanlimab

Chronic T-cell
exposure

Exhausted

epithelium PV-specific T cell

e
"@ Squamous
Pgte T i

Infection
integration

Pre-malignant
lesion
Additional

tumor antigens ~ Broader
]

immune
response
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POD1UM-202: Study Design and Key Inclusion
Criteria

A Ongoing single-arm, open-label phase 2 study

A Key inclusion criteria

A

D> >y D>y D

O 18 years; confirmed | ocall
Disease progression on or after platinum-based therapy
ECOG performance status of 0 or 1

Measurable disease by RECIST 1.1

HIV-posi ti ve patients el i1 gaLbl e

undetectable viral load, and receiving antiretroviral therapy
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POD1UM-202: Endpoints

A Primary endpoint: ORR by independent central review (ICR)
A N=94 provides adequate precision to assess benefit-risk
A Secondary endpoints
A Duration of response (DOR)
A DCR (ICR best overall response of CR, PR, or SD)
A Overall survival (OS)
A Progression free survival (PFS)
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POD1UM-202: Demographics
Representative of Population with SCAC

SCAC Population
N=94

Age, median (range), years 64 (371 94)

O 65 49%

O 75 11%
Female 65%
Race

White 77%

Other / Missing 22%

Black / African-American 1%




POD1UM-202: Baseline Characteristics
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Consistent with Advanced Nature of SCAC Disease

SCAC Population
N=94

Known HIV-positive status 10%
ECOG performance status

0 41%

1 59%
Prior therapy

Chemoradiation therapy 73%

Platinum-based therapy 97%

Platinum intolerant or ineligible 3%
Current M1 staging 82%
> 1 metastatic focus 70%
Liver metastases 42%
Locoregional disease 61%
Hypercalcemia 12%
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Clinically Meaningful Response Observed as
Assessed by Independent Central Review (ICR)

SCAC Population
N=94
Objective response rate, % (95% CI) 13.8% (7.6, 22.5)
Best overall response, n (%)

Complete response 1(1.1%)
Partial response 12 (12.8%)
Stable disease 33 (35.1%)
Progressive disease 43 (45.7%)
Not evaluable 5 (5.3%)
Disease control rate, n (%) 46 (48.9%)

AAll responders had previously received platinum-based therapy
Alnvestigator-assessed ORR similar (15%)
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Responses Observed Regardless of Gender, Age, Race,
HIV Status, Liver Metastasis, or PD-L1 Expression

N ORR (95% Cl)

Overall 94 —@— 13.8% (7.6, 22.5)
Gender Male 33 —@— 9.1% (1.9, 24.3)
Female 61 —@— 16.4% (8.2, 28.1)
< 65 48 —@— 12.5% (4.7, 25.2)
O 65 46 —@— 15.2% (6.3, 28.9)
Age (years)
<75 84 —@— 13.1% (6.7, 22.2)
O 75 10 = @ = 20.0% (2.5, 55.6)
White 72 —@— 13.9% (6.9, 24.1)
Race Non-White 16 @ 12.5% (1.6, 38.3)
Missing 6 O 16.7% (0.4, 64.1)
HIV status Positive 9 @ 22.2% (2.8, 60.0)
Negative 85 —@— 12.9% (6.6, 22.0)
Liver Yes 39 O 15.4% (5.9, 30.5)
metastasis  No 55 —@— 12.7% (5.3, 24.5)
< 1% or Unknown 50 —@— 12.0% (4.5, 24.3)
PD-L1 status —
O 1% 44 O 15.9% (6.6, 30.1)

O 10 20 30 40 50 60 70 80 90 100
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Durable Responses Observed as Assessed by
Independent Central Review

100%

90% -
80% -
70% -
60% -
Probability 5go -
40% A
30% -

20%

10% -

0%

Number at risk 13

W

TDOR O 6 ®5MC)h 65% (31, 85)

DOR O 12 (9%66ICl 41% (11, 69)

0

2 4 6 8 10 12 14 16

Months
13 11 7 5 3 3 1 1

4
18 20
1 0

Data Cutoff: October 1, 2020



Reductions Observed in Disease Burden,
Measured by Target Lesion Diameter

Best
Change
from
Baseline
(%)

240%
220%
200%
180%
160%
140%
120%
100%
80%
60%
40%
20%
0%

A .|| |
-40% -
-60% -
-80% -

-100% -

Individual Patients

46% of patients had decrease
in tumor burden
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Change from Baseline in Tumor Burden Over Time

In Responders (N=13)
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Change from Baseline in Tumor Burden Over Time
In Patients with Stable Disease (N=33)

Change
from
Baseline
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Change from Baseline in Tumor Burden Over Time

60 -
50 -
40 Responders (N=13) 11.0 months
30 Stable Disease (N=33) 5.1 months
58 DCR (CR, PR, SD) (N=46) 7.4 months
Change 0
from -10 ,° Data Cutoff
Baseline 20 7 — Jun8, 2020
0/) _30 - ,, - = Oct 1, 2020
( 0 -40 T~
-50
-60 e _,
-70
-80
-90 N
-100 T .
0] 8 16 24 32 40 48 56 64 72 80 88

Treatment Duration (Weeks)

Excludes patients with PD
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POD1UM-202: Overall Survival as of June 8, 2020

100%
90% -
80% -
70% A
60% -
Probability  50% -

40% -
30% -
20% - Median 10.1 months
10% -
0% I I I I I I I I I 1
0 2 4 6 8 10 12 14 16 18 20
Months
Number at risk 94 86 77 64 33 17 5 1 1 1 0

Data Cutoff: June 8, 2020
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POD1UM-202: Overall Survival by Response as of

June 8, 2020

100%
90%
80%
70%
60%

Probability  50%
40%

30%

20%

10%

0%

Number at risk
Responders

Stable Disease
Progressive Disease
NR = not reached

ik A
] Complete Response + Partial Response
Median OS = NR
i Stable Disease
Median OS = NR
i Progressive Disease
| Median OS (95% CI) =7.7 (5.1, 9.1)
0 2 4 6 8 10 14 16 18 20
Months
13 13 13 12 8 6 1 1 1 0
33 32 30 26 12 4
48 41 34 26 13 7 0

Data Cutoff: June 8, 2020
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POD1UM-202: Status of Patients with CR, PR, SD
(N=46) as of June 8, 2020

I E——

I #_b I
Responders ==*h
N=13 — ———
e ———
I

N=33 -

> |
b ] .
S (] » Ongoing (as of June 8)
>
> |
> |
> |
a

o Bars = Treatment Duration (as of June 8)

© * Complete Response (CR)
Partial Response (PR)
Stable Disease (SD)

e ® Progressive disease by ICR
o e B Not Evaluable

0 10 20 30 40 50 60 70 80 90
Weeks
Data Cutoff: June 8, 2020
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24% of Patients with Liver Target Lesions had
Measurable Shrinkage with Retifanlimab

A Liver metastases historically have poor response to immunotherapy

Target Liver Lesions

ICR Best Response Baseline (mm) Nadir (mm) Reduction (%)
Partial Response /8 7 91%
Partial Response 41 8 80%
Partial Response 128 45 65%
Partial Response 102 58 43%
Partial Response 44 26 41%
Stable Disease 35 26 26%
Stable Disease 195 169 13%
Progressive Disease 52 48 8%

n=33 patients with target lesions in liver per ICR
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Retifanlimab Shows Meaningful Clinical Efficacy

A Clinically meaningful, durable tumor responses
A ORR (13.8%), median DOR (9.5 mos)

A DCR (48.9%) and median OS (10.1 mos) favorable vs. salvage
chemotherapy

A Responses observed in all subgroups
A Patients with liver metastases, HIV-positive, PD-L1 negative

A ORR and SD associated with prolongation of PFS and OS
as compared with non-responders

A Additional clinical benefits shown in exploratory analyses
A Consistent with PD-1 inhibitor results in other HPV-driven cancers
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Retifanlimab Safety
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Exposure
SCAC All Cancer
Population Population
N=94 N=521
Duration of treatment, median days (range) 85 (11 592) 85 (11 757)
# of infusions, median (range) 4 (11 18) 4 (11 52)
Treatment duration
O 6 months 25% 20%
O 12 months 2% 6%
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Overall Safety Profile as Expected for Disease
Under Study and PD-1 Inhibitor Class

SCAC Population All Cancer Population
Patients with AE N=94 N=521
Any AE 96% 89%
Any treatment-related AE 59% 55%
Grade O 3 59% 42%
Treatment-r el at ed Grade O 3 12% 10%
Led to treatment discontinuation 7% 8%
Treatment-related AE leading to discontinuation 4% 4%
SAE 54% 30%
Treatment-related SAE 6% 5%
Fatal AE 11% 4%

Treatment-related fatal AE 1% 0.2%
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Overall Safety Profile as Expected for Disease
Under Study and PD-1 Inhibitor Class

SCAC Population All Cancer Population

Patients with AE N=94 N=521
Any immune-related AE 26% 21%

Grade O 3 6% 4%

Led to treatment discontinuation 2%* 3%
Infusion-related reactions 4% 7%

Grade O 3 0 0.4%

Led to treatment discontinuation 0 0.2%

*2 events in initial review: skin reaction and pneumonitis. Routine pharmacovigilance identified 2 a d de¥dnts: PTs of hepatitis and immune-mediated enterocolitis.
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Immune-Related AEs (> 1% in Either Group)

SCAC Population All Cancer Population
N=94 N=521

Patients with AE All Grades Grades O 3 AllGrades Gr ades
Endocrine irAEs

Hypothyroidism 9% 0 8% 0.2%

Hyperthyroidism 4% 0 4% 0
Non-Endocrine irAEs

Skin reactions 9% 2% 5% 1%

Pneumonitis 4% 2% 2% 1%

Colitis 2% 1% 1% 1%
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Favorable Safety Profile in Patients with HIV (N=9)

A All continued antiretroviral therapy during study
A Treatment was well-tolerated

A Safety profile consistent with general population
A No opportunistic infections reported

A No patient experienced loss of HIV control



Safety Profile Acceptable in SCAC and Consistent |
with Well-Established PD-1 Class

A Immune-related AEs manageable and discontinuations
Infrequent

A Treatment was well-tolerated in all patient subsets, including
HIV-positive population

A Myelosuppression not observed in patients with SCAC despite
widespread exposure to pelvic radiotherapy and chemotherapy
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Confirmatory Study

POD1UM-303 / InterAACT 2

Phase 3 Global, Multicenter, Double-Blind Randomized Study of Carboplatin-Paclitaxel
With INCMGAO0O0012 or Placebo in Patients With Inoperable Locally Recurrent or
Metastatic Squamous Cell Carcinoma of Anal Canal Not Previously Treated With
Systemic Chemotherapy
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POD1UM-303 / InterAACT 2.
Confirmatory Study Design

retifanlimab x 1 year

+ carbo / tax X 6 mos

Locally-recurrent or metastatic SCAC ?r%tgicl_atlion( < 1 6 1% ! "/
: : , - : - 6 VS 0 Follow-up / Disease
A No prior chemo except radiosensitizing A Region (AU/EU/NA/UK vs ROW) [Assessments /OS}
treatment and adjuvant > 6 mos : A Disease extent (locally recurrent vs metastatic)

a

A HIV-positive included

Retifanlimab

placebo x 1 year
+ carbo / tax x 6 mos

optional after
BICR-verified PD

A Primary endpoint: PFS (HR 0.67 at 80% power, 0.05 Type | error)
A Secondary: OS, ORR, DOR, safety, PK

A Exploratory: PFS2, PRO, HIV control, immunogenicity

A N =300
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POD1UM-303/ InterAACT 2: Global and Enrolling

Participating regions: United States, Europe, Australia, Japan
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Clinical Perspective

Marwan Fakih, MD

Professor, Medical Oncology and Therapeutics Research
Judy and Bernard Briskin Distinguished Directorship in
Clinical Research

City of Hope Comprehensive Cancer Center




Limited Prognosis and Lack of Approved
Treatments for Patients

A Anal cancer is a rare and under-studied cancer
A Increasing rates and high mortality
A No approved agents once cancer progresses on platinum

A Second-line chemotherapy is not effective and is
associated with an unfavorable toxicity profile

A Off-label PD-1 inhibitors are restricted by insurance
A Lack of universal access to these agents

CO-49



Retifanlimab Shows Meaningful Efficacy In
Advanced SCAC

A

A

A

Disease control rate of 49% will have major clinical impact

A Median PFS of 7.4 months in patients with disease control
greatly exceeds historical expectations

Durable tumor shrinkage was observed in many patients who
did not have RECIST 1.1 responses per ICR

Noteworthy responses in liver metastases
Meaningful data set for SCAC patients with HIV

CO-50
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Retifanlimab Efficacy Consistent with Prior PD-1

Inhibitor Registration Trials in HPV-Driven Malignancies

Squamous Drug ORR % Median DOR Median PFS Median OS
Carcinoma (Study) (95% CI) (mos) (mos) (mos)
F()Egmcg%?gg)l % (6.152,.2?4) NR 2.1 9.4
corvical ﬁg%gg;ﬁ% 239 (121_2;420/5_ ) 16.4 2.8 11.1
(NBCaTlségllirg4aéb;9) 160 (Clls4 0I<(I)A) 154 NA NA
e g s
ek (avwoteos) 27 aosise 184 21 8.4
(Cﬁzlc?l:ltj/lr;]ti?fil) 240 (9%3????3) o7 2.0 7.5

NA = not available (reported); NR = not reached

1.

Chung 2019; 2. Tewari 2021 ESMOBaEmlI@&EE & Cahtn 2019;,6. F8rris 2016;M.aFbrtise29182 02 0; 4.
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Retifanlimab Safety Profile Aligns with
Expectations for Anti-PD-1 Class

A Predictable and acceptable safety profile
A Most treatment-related AEs were mild to moderate

A SAEs were mostly related to disease, consistent with an
advanced cancer patient population

A Established guidelines for managing anti-PD-1
Immune-related AEs

A No clinically meaningful differences in frequency or severity of
AEs or IrAEs for HIV-positive and HIV-negative population
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POD1UM-202 Data Support Accelerated Approval
of Retifanlimab in Advanced Anal Cancer

A Retifanlimab has strong clinical data

A Meaningful response, including patients with liver
metastases, HIV, and PD-L1 negative tumors

A Characteristic safety profile for a PD-1 inhibitor

A Outcomes align with expectations for PD-1 inhibitors in
HPV-driven malignancies



Patients Urgently Need Treatment Options Once
Anal Cancer Progresses on Platinum

A

A

A

No FDA-approved options post-platinum progression

PD-1 inhibitors well-established as useful therapy In
HPV-driven squamous cancers and retifanlimab data aligns

Retifanlimab Is a promising option that should be made
available now

Accelerated approval means access to needed therapy for
more patients

CO-54
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Benefit-Risk Conclusions

Mark Cornfeld, MD, MPH
Vice President, Immuno-Oncology Drug Development

Incyte Corporation
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Retifanlimab Benefit:Risk 1s Favorable in
Platinum-Treated SCAC

ASCAC is a rare cancer?
APoor prognosis

A~ 30% 5-year OS2
ANo approved therapies

AClinically meaningful
AORR (13.8%)
ADOR (9.5 mos)

AOS (10.1 mos)*
AConsistent with prior PD-1
Inhibitor activity in other

HPV-driven cancers

ASafety profile consistent
with PD-1 inhibitor class

AFavorable compared to
chemotherapy

Almmune-related toxicity
manageable with
well-established
treatment guidelines

*Data Cutoff: June 8, 2020
1. SEER Data; 2. ASCO 2018
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ORR in HPV-Driven Cancers Consistently Predicts for

OS Benefit with Anti-PD-1s

Drug

Cancer Type (Study)

Retifanlimab

Overall Survival HR (95% CI)

SCAC (POD1UM-202) 14% 49% 10.1 NA
Per?}g:ﬂ';g)rﬁab 12% 31% 9.4 NA
Cervical Cancer ;
Cemiplimab 0 !
(NCT03257267)? 16% NA 1.1 == |
|
Nivolumab |
Head and neck (CM-141)3+ 13% NA 7.5 O i
squamous |
cell carcinoma Pembrolizumab :
(HNSCCQC) 15% 37% 8.4 o
(KN-040)5 |
0 0.5 1 15
<

NA = not available (reported)

1. Chung 2019; 2. Tewari 2021 ESMO Presentation 3. Ferris 2016 4. Ferris 2018; 5. Cohen 2019

Favors Treatment



Most Patients with Advanced SCAC Do Not Receive a
PD-1 Inhibitor After Platinum Chemotherapy

CO-58

Proportionof A EIl i gi bl ed
Data Source Timeframe Not Receiving PD-1 Inhibitors
Anlitiks Claims Jan 2018 1 Dec 2019 714%
Brandimpact POS patient Sep 201971 Mar 2021 60%
management
PrecisionIQ OIS [pElEl Apr 2018 7 Mar 2020 O 40 %
management

A Guidepoint Community Oncology Practice Survey: 43% of respondents reported
reimbursement challenges with PD-1 inhibitors in post-platinum SCAC setting

POS = point of service, *month over month total
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PD-1 Inhibitor Use Impacted by Insurance
Coverage in Platinum-Refractory SCAC

Physicians report reimbursement nNf or t hlabelesey, tufrrently
Issues with PD-1 inhibitors there is insufficient published
in post platinum SCAC evidence to supp
100% - 100%
Often / Not Covered
80% - Sometimes 80% -
60% A 60% - 50%
40% - 9 40% -
i 06% Rarely / Never °
54%
20% A 20% - o Covered
51% (NCCN or SCAC specific policy)
0% - . 0% .
Reimbursement Reimbursement Pembrolizumab / Nivolumab
Challenges Denial SCAC Coverage Policies
Guidepoint Community Oncology Practice Survey US Payor Research

(N=50) (N=143 million covered lives)
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All Requirements for Accelerated Approval Have
Been Met

: Meaningful Effect on Endpoint
Serious :
Condition Adyantage Over Reasongbly lee!y to
Available Therapy Predict Benefit
Advanced SCAC is No approved therapy ORR and DCR predict
serious, life-threatening after progression Improvement based on
disease on platinum anti-PD-1 experience in
previously-treated
Retifanlimab shows HPV-driven
meaningful efficacy, malignancies

favorable safety

A  Confirmatory POD1UM-303 study underway in earlier advanced anal cancer
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Retifanlimab for Previously Treated

Locally Advanced or Metastatic
Squamous Carcinoma of the Anal Canal (SCAC)

Oncologic Drugs Advisory Committee (ODAC)
Incyte Corporation
June 24, 2021
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SLIDES SHOWN
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ORR in HPV-Driven Cancers Consistently Predicts for
OS Benefit with Anti-PD-1s

Cancer Type

Retifanlimab

Overall Survival HR (95% CI)

(1) o

SCAC (POD1UM-202) 14% 49% 10.1 NA
Pembrolizumab o 0 . L
(KN-158/ KN-826)1 /2 12% 31% 94 Met 1 endpomt:
Cervical Cancer ;
Cemiplimab o -
(NCT03257267)° 16% NA 1.1 —O—
Nivolumab o . .:
Head and neck (CM-141)35 13% NA 7.5 —O '
squamous )
cell carcinoma Pembrolizumab |
(HNSCC) (KN-040)5 15% 37% 8.4 ®*—,

0 0.5 1 1.5

NA = not available (reported); OS is presented as median in months.

1. Chung 2019; 2. Merck Press Release 2021; 3. Tewari 2021 ESMO Presentation; 4. Ferris 2016;

Favors Treatment
5. Ferris 2018; 6. Cohen 2019
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POD1UM-202: Overall Survival Update

100%
90%
80%
70%

60%
Overall
Survival 90%

40%

30%

20%

10% -

00/0 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1

0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30
Months

Number at risk 94 86 79 70 59 55 46 37 19 12 3 1 1 1 1 0
Data cutoff date: March 15, 2021 Data after October 1, 2020 cutoff not yet reviewed by FDA

Median 13.4 months
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